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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

Receipt is acknowledged of the application filed on 25 November 2003. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-11 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claims contain subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor, at the time the application was filed, had 
possession of the claimed invention. 

Specifically, claims 1 and 7 recite "...an enzyme which digests a cementing 
substance contained within the epidermis skin." However, the specification does not 
disclose which particular enzyme is being referred to and which particular cementing 
substance is the target of the recited enzyme. Nor does it disclose a mechanism of 
action by which said enzyme digests said cementing substance. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-11 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. 
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Specifically, claims 1 and 7 recite a generic "enzyme" and a generic "cementing 
substance" without disclosing a particular enzyme or cementing substance. 

Furthermore, claim 7 recites "[a] medicine for treating acne...," suggesting a 
singular formulation. However, the claim goes on to recite a treatment regimen 
comprising an orally administered agent, as well as a topical composition. It is unclear 
which formulation, if any, the preamble refers to. Claims 8-11 are rejected because 
they depend from claim 7. 

Claim Rejections - 35 (JSC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3 are rejected under 35 U.S.C. 102(b) as being anticipated by Beerse, 
et. al. (U.S. Patent No. 6,294,186). 

Beerse, et. al. disclose a composition for the treatment of acne {see col. 3, lines 
49-63). 

The disclosed composition is the instant composition as claimed. A disclosed 
anti-inflammatory agent is, inter alia, the curcumin of instant claim 2 (see col. 22, line 
35). A disclosed "second agent" is, inter alia, the ascorbic acid and citric acid of claim 3 
(see col. 20, line 17; col. 56, line 21). 
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The stimulation of production of an enzyme which digests a cementing agent 
contained within the epidermis recited in claim 1 is deemed an inherent physiological 
response to the disclosed active agents. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-11 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Beerse, et. al. (U.S. Patent No. 6,294,186) in view of Mezick (U.S. Patent No. 
4,487,782). 

Beerse, et. al. teach a composition for the treatment of acne (see above). 

The disclosed composition is comprised of 0-98% water (see col. 9, line 31); 
0-95% alcohol (see col. 9, lines 40-43); 0.01-10% cellulose (see col. 9, line 61; col. 10, 
line 40); 0.1-10% urea (see col. 36, lines 20-22); 0.3% carbomer (see examples 11-15); 
and .001-10% curcumin (see col. 20, line 41; col. 22, line 36). 

The disclosed composition exhibits a pH in the range of about 1 to about 7 (see 
col. 19, lines 37-42). 

The Beerse, et. al. reference differs from the instant case only in that it does not 
disclose use of high doses of orally administered Vitamin A in conjunction with topical 
application of an acne treatment. 
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Mezick teaches a method for treating acne (see col. 1, lines 6-7). Mezick 
explains that large oral doses of vitamin A, at doses of 300,000 - 500,000 I.U., are 
known to be beneficial in the treatment of acne (see col. 1 , lines 50-59). 

A person of ordinary skill at the time of the invention would therefore find 
motivation to combine oral doses of vitamin A with a topical treatment for acne as taught 
by Beerse, et. al. in view of Mezick. Motivation to combine these therapeutic 
approaches would come from increased efficacy in the treatment of acne due to their a 
synergistic effect. 

Therefore, those of ordinary skill in the art would expect similar increased 
efficacy in the treatment of acne by combining high doses of orally administered vitamin 
A with the instant composition, given the teachings of Beerse, et. al. in view of Mezick. 
The instant composition would have been obvious given the teachings of Beerse, et. al. 
in view of Mezick. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Hasan S. Ahmed whose telephone number is 571-272- 
4792. The examiner can normally be reached on 9am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P. Woodward can be reached on 571-272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 



